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C. Suspect medicationi(s)

A Patient information
1. Name {give labeled sirength & mirfiabeler, it known)

#1 unknown: scetaminophen product
2

unknown

2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)

. in confidence
from/to (or dest estimate)
1. X Adverse svent and/or Product problem (e.g.. defects/malfunctions) |#1 unknown dose, po #1 unknown date
Z. Outcomaes attributed to adverse avent #2 ”
{check all that appiy} ¢ ) disabiity 3. Diagnosis for usa {indication) 5. Event abated after use
d or d Aduced
() detn () congenital snomaly #1 unknown pped or dose
() [lite-threstening: () required interverition to prevent #1 () Yes { ) No (X) N/N
(x) hospitakzation - initial or prolonged i S S 2
) " other: ) 8. Lot # {if known) ~17. Exp. date (if known) |#2 ( ) Yes C )Y NOC) N/*
3. Date of event T[4 Data of this report #1  unknown n unknown 8. Event reappeared after
unknown 08/23/99 #2 2 reintroduction
{rmo/daytye} tmo/daylyrt PRRPEN 'e.s ¢ 3 Ne %) WA
5. Describe event or problem 9 NDC # - for product problems only (if known)
Pharmacist report of OVERDOSE (acetaminophen overdose) - - #2 (¢ ) Yes ¢ ) No € ) N/
allegedly associated with an unknown acetaminophen product 30, Concomitant medical products and therapy dates {exclude treatment of event)
§n an 18 year old male. According to pharmacist, patient unknown

was adwitted to hospital for the treatment of acetaminophen
overdose. Patient’s liver enZymes were reportedly elevated

(LIVER FUNCTION ABNORMAL) and approximately 20 hours post ) :
tion, patient’s acetaminophen Level was reportedly 131 G. All manufacturers
2.

al. As of 8/23/99, patient was hospitalized and 1. Contact office - Jeddress |& mfring site for devices) Phone number
dceiving unspecified treatment. No further information was McNeil Consumer Healthcare 215-273-7820
provided. Medical Affairs 3 Report source
Y 7050 Camp Hitl Road {check all that apply)
Ft. Washington, PA 19034 ® ¢ ) foreign
¢ ) study
. ¢ ) literature
' ( ) consumer
health
. Date ived by t or]5. {x) professional
(moa/daytyr)
08/23/99 (A} NDA # 19-872 ( ) user facility
6. If IND, protocol # IND #
company
PLA # ¢ ) representative
6. Relevant tests/laborstory data, including dates j pre-1938 ( ) Yes ¢ ) distributor
spproximately 20 hrs post-ingestion: acetaminophen’ level= 7. Type of report ¢ ) othe:
. : {check all that apply) oTc
131 meg/mt; unspecified time: liver enzymes reportedly product (X)) Yes
5-d 15-d
elevated () Sday (X)i5dav B Adverse svent term(s]
( ) 10-day( )periodic
(X) Initial ( )follow-up # OVERDOSE LIVER FUNC ABNO
9. Mfr. report number
7. Other relevant histocy, inchuding p isting medical ditk (a.g., 8llergies, 1227130A
race, pregnancy, smaking and aicohol uss, hepatic/renat dysfunction, etc.) eporte
unknown . {1. Name, address & phone #
: or. IS L
Medical Center, Dept. of Pharmacy
W . DSS
“ E @ E (AR N
o ‘l ¥ \‘\ 7. Heaith professional? |3. Occupation 7. g‘gl reporter also 9
g re S0
Submission o p&U&oén& L?%atut U : .
m admission th cal personnel, user fa (X3 Yes () No pharmacist ( ) Yes ( ) No (X) Unk
distributor, m acturer or product caused
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